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REMARKS 

Reconsideration and withdrawal of the rejection in the outstanding Office Action are 
respectfully requested in view of the foregoing amendments and the following remarks. 

Summary of Status of Amendments and Office Action 

In the present amendment, claims 1-3, 5, 6, 8-15, and 17-24 are amended. Claims 4 and 
16 are canceled. Therefore, claims 1-3, 5-15, and 17-24 are pending in the application, with 
claims 1 and 1 3 being independent. 

In the Office Action mailed May 24, 2004, claims 1-24 remain rejected under 35 U.S.C. ' 
1 12, second paragraph as being indefinite. 

In addition, claims 9 and 21 are rejected under 35 U.S.C. '112, second paragraph as being 
indefinite. 

Claims 1, 3, 5-6, 8, 10-13, 15, 17, 20, 22, 23 and 24 remain rejected under 35 U.S.C. ' 
1 02(b) as anticipated by Samaritani et al . (WO 95/35116). 

Claims 1,7, 13 and 19 remain rejected under 35 U.S.C. ' 102(b) as anticipated by Bjorn et 
al. (WO 97/39768). 

Claim 18 remains rejected under 35 U.S.C. ' 103(a) over Samaritani et al. in view of U.S. 
Patent No. 6,156,343 to Morita et al. 

In addition, claims 2, 4, 14 and 16 are rejected under 35 U.S.C. ' 103(a) as being 
unpatentable over Samaritani et al. in view of Bjorn et al. 



7 



P21651.A07 

The rejection of claims 10 and 22 under 35 U.S.C. '112, second paragraph are withdrawn 
because of the amendment filed on June 20, 2003. 

The rejection of claims 9, 21 and 22 under 35 U.S.C. ' 103(a) over Samaritani et al. in 
view of U.S. Patent No. 5,763,439 to Shigehara et al. is withdrawn. 

Response to 112, second paragraph Rejections 

In the Office Action, claims 1-24 are rejected under 35 U.S.C. ' 1 12, second paragraph as 
being indefinite because the phrase "binder" is still unclear as to the class of molecules that 
consists of the binder. In response, Applicants note that "binder" is not an indefinite term, but 
has a well-accepted meaning in the pharmaceutical arts such that one of ordinary skill in the art 
would know what is meant by the term. Applicants submit pages 634-635 of the index of the 
Handbook of Pharmaceutical Excipients, 2 nd Edition, A. Wade and P.J. Weller, eds, (American 
Pharmaceutical Association and Royal Pharmaceutical Society of Great Britain, 1994), showing a 
list of binders that are known and accepted in the art. 

Claims 9 and 21 are rejected under 35 U.S.C. ' 1 12, second paragraph as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant regards 
as the invention. In response, Applicants have amended the language of claims 9 and 21 to 
remove "the" from "the particles" to clarify that the powder comprises particles of 1-10 urn. 

Reconsideration and withdrawal of these rejections is respectfully requested in light of 
these amendments. 
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Response to 102(b) Rejections 

In the Office Action, claims 1, 3, 5-6, 8, 10-13, 15, 17, 20, 22, 23 and 24 are rejected 
under 35 U.S.C. § 102(b) as anticipated by Samaritani et al. (hereinafter "SAMARITANI"), and 
claims 1, 7, 13 and 19 remain rejected under 35 U.S.C. ' 102(b) as anticipated by Bjorn et al. 
(hereinafter "BJORN"). 

With regard to SAMARITANI, the Examiner acknowledges Applicants' argument that 
although saccharose is neither a nonionic surfactant, a nonionic, organic water-soluble binder, 
hydrogenated lecithin or mannitol, the limitations of the claim do not require saccharose as a 
stabilizing agent. The Examiner also asserts that SAMARITANI indicates that human growth 
hormone formulations are stabilized with stabilizing excipients such as mannitol. Thus, the 
Examiner asserts SAMARITANI "reads on the limitations of the claims." 

In response, Applicants note that SAMARITANI teaches a method to increase the 
stabilization of hGH for long term storage. Specifically, SAMARITANI teaches the drying of a 
solution containing saccharose and hGH, with s accharose as a stabilizing agent. In contrast, the 
present invention is a method for stabilizing a peptide during the preparation of a powder 
containing the peptide. The stabilization of the peptide during powder formation is a different 
problem and is not taught or suggested in SAMARITANI. Moreover, saccharose is not a 
compound selected from a nonionic, organic, water-soluble binder and hydrogenated lecithin, 
and therefore SAMARITANI does not teach or suggest the claimed invention for this reason as 
well. 
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Furthermore, the currently claims method recite at least one compound selected from the 
group of a nonionic, organic, water soluble binder and hydrogentaed lecithin. Because 
saccharose is neither a nonionic, organic, water soluble binder nor a hydrogentaed lecithin, 
SAMARITANI does not disclose every limitation of the claimed method and cannot anticipate 
the claims. 

For at least these reasons, Applicants respectfully request that the Examiner withdraw the 
rejection of claims 1, 3, 5-6, 8, 10-13, 15, 17, 20, 22, 23 and 24 under 35 U.S.C. ' 102(b) as being 
anticipated by SAMARITANI. 

With regard to BJORN, the Examiner asserts that the language "comprises" in claims 1, 
7, 13, and 19 opens the claims to allow for other components that include the teaching of BJORN 
to use non-ionic polysorbate or poloxamer in combination with a certain amino acid sequence or 
peptide. Although the Examiner acknowledges Applicants' previous argument that BJORN does 
not teach stabilizing a physiologically active peptide using the surfactant and the specific amino 
acid sequence or peptide having specific features during the powder formation process, the 
Examiner asserts that BJORN teaches the physiologically active peptide in the form of a 
lyophilized powder. 

In response, Applicants note that BJORN teaches a method of using a non-ionic 
detergent, polysorbate or poloxamer, in combination with a certain amino acid sequence or 
peptide having specific features. BJORN does not teach or suggest stabilizing a physiologically 
active peptide by using at least one compound selected from the group of a nonionic, organic, 
water soluble binder and hydrogenated lecithin during the powder formation process. The 
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polysorbate or poloxamer taught in BJORN is not a nonionic, organic, water soluble binder or 
hydrogenated lecithin. As the Examiner is well aware, anticipation under 35 U.S.C. § 102 
requires the disclosure in a single piece of prior art of each and every limitation of a claimed 
invention. Celeritas Technologies, Ltd. v. Rockwell International Corporation , 47 USPQ2d 
1516 (Fed. Cir. 1 998); Applied Medical Resources Corporation v. United States Surgical 
Corporation , 47 USPQ2d 1289 (Fed. Cir. 1998); Rockwell International Corporation v. the 
United States, et al. , 47 USPQ 1027 (Fed. Cir. 1998). Therefore, because BJORN does not teach 
all of the claimed limitations, it cannot anticipate the claimed invention. 

For at least these reasons, Applicants respectfully request that the Examiner withdraw the 
rejection of claims 1, 7, 13 and 19 under 35 U.S.C. ' 102(b) as being anticipated by BJORN. 

Response to 103(a) Rejections 

In the Office Action, claim 18 remains rejected under 35 U.S.C. ' 103(a) over 
SAMARITANI in view of U.S. Patent No. 6,156,343 to Morita et al. (hereinafter "MORITA"), 
and claims 2, 4, 14 and 16 are rejected under 35 U.S.C. ' 103(a) as being unpatentable over 
SAMARITANI in view of BJORN. 

With regard to SAMARITANI in view of MORITA, the Office Action asserts that 
MORITA discloses a method of making a tablet and teaches covering the tablet with 
hydroxypropylmethylcellulose to protect the tablet from light. The Examiner asserts that the 
claim language does not require any particular function of the hydroxypropylmethylcellulose so 
that it can be broadly interpreted as stabilizing the preparation. MORITA is asserted by the 

11 



P21651.A07 

Examiner to disclose the use of hydroxypropylmethylcellulose as a stabilizer, and one of ordinary 
skill in the art would have been motivated to apply hydroxypropylmethylcellulose to the powder 
composition of SAMARITANI. 

In response, Applicants note that MORITA is directed to controlled release tablet 
formulations, and does not discuss a method of stabilizing physiologically active peptides in a 
process of preparing a powder. MORITA neither teaches nor suggests the use of 
hydroxypropylmethylcellulose to make a powder. In contrast to MORITA which discloses a 
method of making a tablet, the present invention claims methods of making a powder. 
Therefore, there is nothing in MORITA to motivate the combination of 

hydroxypropylmethylcellulose as stabilizer in the powder composition of SAMARITANI, which 
teaches away from hydroxypropylmethylcellulose by using saccharose as a stabilizer. At most, 
the combination of MORITA and SAMARITANI would only give a powder containing a 
peptide, saccharose, and hydroxypropylmethylcellulose to create a tablet. The Office Action fails 
to provide a viable reason why one of skill in the art would use a tablet covering agent in the 
mixing of a powder. 

Furthermore, the teachings of MORITA are from a non-analogous art and cannot be 
relied on as a basis for rejection of Applicants' claimed invention. MORITA is directed to 
controlled release tablet formulations, while the present claimed invention is directed to a process 
of preparing a powder . MORITA does not relate to stabilizing a physiologically active peptide in 
a powder, nor does MORITA teach or suggest the use of a water-soluble, nonionic cellulose 
derivative selected from the group of hydroxypropylcellulose, hydroxyethylcellulose, and 
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hydroxypropylmethylcellulose in making a powder. The Examiner is reminded that 

characterization of the problem solved by the invention is a very important consideration when a 

factfinder is undertaking an obviousness analysis. Thus, as explained by the U.S. Patent and 

Trademark Office: 

Precise definition of the problem is important in determining 
whether a reference is from a nonanalogous art. Defining the 
problem too narrowly may result in excluding consideration of 
relevant prior art. By the same token, defining the problem too 
broadly, as done here, may result in considering prior art as 
"analogous" which is inconsistent with real world considerations. 
Ex parte Dussaud . 7 U.S.P.Q.2d 1818 (P.T.O. Bd. of Pat. Appeals 
and Interferences 1988). 

Moreover, it is hornbook law that a determination of whether a particular reference is 

from an analogous or nonanalogous art is a prerequisite to that reference being available as a 

prior art reference. In re Oetiker , 977 F.2d 1443, 1447, In re Clay , 966 F.2d 656, 658-659 (Fed. 

Cir. 1992); Ex parte Dussaud , 7 U.S.P.Q.2d at 1820 ("Having applied the two-fold test for 

determining whether a reference is from a nonanalogous art... we hold that on the facts of this 

case the Penman reference constitutes nonalagous art. It is therefore not available as a reference 

in evaluating the obviousness of appellants' claimed invention under 35 USC § 103.", citation 

omitted.) Thus, in order for a reference to be one which the factfinder can even consider, it must 

not be from a non-analogous art. MORITA is not in the field of Applicants' endeavor, or 

reasonably pertinent to the particular problem with which the present inventors were concerned. 

One of ordinary skill in the art would not reasonably have addressed the problem of stabilizing a 

physiologically active peptide in a powder by considering a reference that teaches a tablet 
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controlled release preparation. Therefore, MORITA teaches a non-analogous art and cannot be 
used as a basis for rejection of the present claimed invention. 

In addition, the teachings of MORITA are not suitable because one of ordinary skill 
would not be motivated to use hydroxypropylmethylcellulose in the manufacturing process of a 
powder, especially where it is taught as a coating agent. As noted on column 8, lines 10-18 of 
MORITA: (1) the hydroxypropylmethylcellulose is used with a pigment to form a membrane 
containing the pigment on the controlled release preparation; (2) the membrane containing the 
pigment serves to protect the tablet from light because the pigment absorbs light; and (3) the role 
of hydroxypropylmethylcellulose is to bind the pigment particles to forma light-shielding 
membrane. There is no disclosure of the stabilizing effect of hydroxypropylmethylcellulose. 

With regard to SAMARITANI in view of BJORN, the Examiner asserts that 
SAMARITANI discloses a process for preparing a pharmaceutical composition containing hGH 
with mannitol. The powder composition in SAMARITANI is asserted to include a water- 
soluble, nonionic, organic binder in an amount of 6 parts by weight and the aqueous liquid is 
dried by lyophilization. BJORN is asserted to disclose pharmaceutical formulations comprising 
hGH and a non-ionic detergent, e.g., polysorbate or poloxamer. Also, the non-ionic detergent in 
BJORN is asserted by the Examiner to be used for stabilization against deamination and 
aggregation of the peptide. The Examiner asserts that one of ordinary skill in the art would have 
been motivated to add a non-ionic detergent to the method of stabilization of a physiologically 
active peptide. 
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In response, Applicants note that BJORN teaches that the amino acids are the critical 
element to stabilize the peptide. Also, as pointed out by the Examiner in the Office Action, 
SAMARITANI does not disclose adding another compound selected from the group of a 
nonionic surfactant, a nonionic, organic, water-soluble binder, and hydrogenated lecithin. 
Similarly, BJORN does not teach a nonionic, organic, water-soluble binder or hydrogenated. 
lecithin. The combination of SAMARITANI and BJORN would not give the claimed invention. 
At most, the combination of SAMARITANI and BJORN would give a composition containing a 
peptide, amino acids, mannitol and a detergent. Therefore, one of ordinary skill in the art would 
have no motivation to combine SAMARITANI and BJORN. 

For at least these reasons, Applicants respectfully submit that they have traversed the 
Office Actions rejections under 35 U.S.C. ' 103(a), and respectfully request that the Examiner 
withdraw the rejections of claims 2, 4, 14, 16, and 18. 
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CONCLUSION 



For the foregoing reasons, it is believed that all of the claims in this application are in 
condition for allowance, which action is respectfully requested. In summary, Applicants have 
amended the claim language, and have addressed the Examiner=s art based rejections and 
pointed to the fallacies contained within them, as discussed above. Thus, it is believed that all of 
the claims are in condition for allowance, which action is respectfully requested. 

If the Examiner has any questions, or wishes to discuss this matter, the Examiner is 
respectfully invited to contact the undersigned at the below-listed telephone number. 



September 24, 2004 

GREENBLUM & BERNSTEIN, P.L.C. 
1950 Roland Clarke Place 
Reston, VA 20191 
(703)716-1191 



Respectfully submitted, 
Yoshinobu HANYU et al. 
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Anhydrite, 66 

1 ,4-Anhydro-D-glucitol, 6-hexadecanoate, 
473 

1 ,4-Anhydro-D-glucitol, 6-isooctadecanoate, 
473 

1 ,4-Anhydro-D-glucitol, 6-octadecanoate, 
473 

Anhydrosorbitol monoisostearate, 473 
Anhydrosorbitol monostearate, 473 
Anhydrous citric acid, 125 
Anhydrous dextrose, 1 56 
Anhydrous dibasic sodium phosphate, 454 
Anhydrous d-( + )-glucopyranose, 1 56 
Anhydrous glucose, 156 
Anhydrous gypsum, 66 
Anhydrous lactose, 252 
Anhydrous a-lactose, 252 
Anhydrous /3-lactose, 252 
Anhydrous lanolin, 262 
Anhydrous monobasic sodium phosphate, 
457 

Anhydrous sodium citrate, 444 
Anhydrous sodium propionate, 460 
Anhydrous sodium sulfite, 452 
Anhydrous sulfate of lime, 66 
Anhydrous trisodium citrate, 444 
Anionic emulsifying wax, 550 
Anionic surfactants, 

Docusate sodium, 173 

Sodium lauryl sulfate, 448 
Annalin, 68 
Annato extract, 129 
Annulex BHT, 47 
Anthocyanins, 126 
Anticaking agents, 

Colloidal silicon dioxide, 424 

Magnesium trisilicate, 283 

Talc, 519 

Tribasic calcium phosphate, 61 
Antimicrobial preservatives see Preservatives 
Antioxidant 30, 47 
Antioxidants, 

Alpha tocopherol, 12 

Ascorbic acid, 15 

Ascorbyl palmitate, 19 

Butylated hydroxyanisole, 45 

Butylated hydroxytoluene, 47 

Fumaric acid, 197 

Malic acid, 285 

Propyl gallate, 402 

Sodium ascorbate, 431 . 

Sodium metabisulfite, 451 
Antiseptics, 

Benzalkonium chloride, 27 

Benzethonium chloride, 30 

Bronopol, 40 

Cetrimide, 96 

Chlorhexidine, 106 

Phenylmercuric acetate, 342 

Phenylmercuric borate, 344 

Phenylmercuric nitrate, 346 

Thimerosal, 526 
Antrancine 8, 47 
Antrancine 12, 45 
APM, 21 
Apple acid, 285 
Aqua, 546 

Aqua purificata, 546 
Aquacoat, 186, 603, 606, 613, 618 
Aquateric, 91, 606, 613, 618 
Aqueous cream BP, 550 
Arabic acid, 1 
Arachidis oleum, 329 



Arachis hypogaea, 329 

Arachis oil, 329 

Aragonite, 54 

Arcton 11, 536, 606, 619 

Arcton 12, 160, 606, 619 

Arcton 22, 119, 606, 619 

Arcton 114, 163, 606, 619 

Argilla, 247 

Argobase EV, 334, 610 

Argowax, 264, 610 

Arlace! 20, 473 

Arlacel 40, 473 

Arlacel 60, 473 

Arlacel 80, 473 

Arlacel 83, 473 

Arlacel 85, 473 

Arlacel 129, 209, 613 

Arlacel 165, 210 

Arlacel 186, 207. 613 

Arlacel 987, 473 

Arlacel C, 473 

Arlamol grades, 613 

Arlatone, 371 

Arlatone 285, 613 

Arlatone 289, 613 

Arlatone 650, 613 

Arlatone 983, 210, 613 

Armotan ML, 473, 602 

Armotan MO, 473, 602 

Armotan MP, 473, 602 

Armotan MS, 473, 602 

Armotan PML 20, 375, 602 

Armotan PMO 20, 375, 602 

Armotan PMS 20, 375, 602 

Ascorbic acid, 1 5 

l-( + )-Ascorbic acid, 1 5 

l- Ascorbic acid 6-hexadecanoate, 19 

l- Ascorbic acid monosodium salt, 431 

L-Ascorbic acid 6-palmitate, 19 

Ascorbyl palmitate, 19 

Ascorbylis palmitas, 19 

Aspartame, 21 

a-Aspartame, 22 

/3-Aspartame, 22 

Aspartic acid, 22 

Aspartyl phenylamine methyl ester, 21 
/V-a-L-Aspartyl-L-phenylalanine 1 -methyl 

ester, 21 
Assugrin, 446 
Astragalus gummifer, 533 
A-TAB, 59, 609, 621 
ATBC, 540 
ATEC, 540 
Atlas G-695, 207, 613 
Atlas G-2153, 379 
Atlas G-3713, 367, 613 
Atlas G-4829, 613 
Atlas G-4909, 613 
Atmos 150, 209, 613 
Atmul 84 K, 614 
Avatech, 314, 616 
Avebe, 602, 612, 616 
Avedex, 151, 602, 612, 616 
Avicel, 84, 606, 613, 618 
Avicel CL-611, 86 
Avicel RC-581, 86 
Avicel RC-591, 86 
Aytex P, 483 
Azote, 321 

Bacteriostatic water for injection, 548 

Baking soda, 436 

Basic phenylmercury nitrate, 346 



Beeswax, 

White, 558 

Yellow, 560 
Beet sugar, 500 
Beetroot red, 126 
Benecel, 306, 606, 616 
Benne oil, 420 
Bentonite, 24 

Magma, 26 

Purified, 26 
Bentonitum, 24 
BentoPharm, 24, 603 
Benzalkonii chloridum, 27 
Benzalkonium chloride, 27 
Benzenecarboxylic acid, 32 
1,2-Benzenedicarboxylic acid dibutyl ester, 
167 

1 ,2-Benzenedicarboxylic acid diethyl ester, 
167 

Benzeneethanol, 340 
Benzeneformic acid, 32 
Benzenemethanol, 35 
Benzethonium chloride, 30 
l,2-Benzisothiazolin-3-one 1,1-dioxide, 415 
1 ,2-Benzisothiazolin-3-one 1 , 1 -dioxide, 

sodium salt, 418 
1 ,2-Benzisothiazol-3(2#)-one 1 , 1 -dioxide, 

415 

1 ,2-Benzisothiazol-3(2#)-°ne 1 , 1 -dioxide, 

sodium salt, 418 
Benzoate soda, 433 
Benzoic acid, 32 
Benzoic acid benzyl ester, 38 
Benzoic acid phenylmethyl ester, 38 
Benzoic acid potassium salt, 434 
Benzoic acid sodium salt, 433 
Benzoic sulfimide, 41 5 
Benzosulfimide, 415 
Benzyl alcohol, 35 
Benzyl benzoate, 38 
Benzyl carbinol, 340 
Benzyl phenylformate, 38 
Benzylbenzenecarboxylate, 38 
Benzyldimethyl[2-[2-(p-l,l,3,3-tetramethyl- 
butylphenoxy)ethoxy]ethyl]ammonium 
chloride, 30 
Benzylmethanol, 340 . 
Bergabest, 602 
Beta cyclodextrin, 145 
Beta tocopherol, 13 
Beta vulgaris, 500 
Beta-apo-8' carotenal, 126 
Beta-carotene, 129, 131 
Betacarotene, 131 
Beta-cycloamylose, 145 
Betadex, 145 
Beta-dextrin, 145 
Betanin, 126 
BHA, 45 
BHT, 47 
Binders, 

Acacia, 1 

Alginic acid, 10 

Carbomer, 71 

Carboxymethylcellulose sodium, 78 
Dextrin, 151 
.:■••*£■ ' 5?Ethylcellulose, 186 
Gelatin, 199 
Guar gum, 21 5 

Hydrogenated vegetable oil, type I, 544 
Hydroxyethyl cellulose, 219 
Hydroxypropyl cellulose, 223 
Hydroxypropyl methylcellulose, 229 
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Binders {Continued) 

Liquid glucose, 202 

Magnesium aluminum silicate, 269 

Maltodextrin, 289 

Methylcellulose, 306 

Polymethacrylates, 362 

Povidone, 392 

Pregelatinized starch, 491 

Sodium alginate, 428 

Starch, 483 

Zein, 568 
Biopure 100, 238, 608, 620 
Bio-sorb, 489 

l,6-Bis[A''-0'-chlorophenyl)-iV 5 -biguanido] 

hexane, 106 
Af,A'"-Bis(4-chlorophenyl)-3, 1 2-diimino- 

2,4,11,1 3- tetraazatetradecanediimid- 

amide, 106 

2,6-Bis( 1 , 1 -dimethylethyl)-4-methylphenoI, 47 
Bis(2-ethylhexyl) sodium sulfosuccinate, 173 
1 ,4-Bis(2-ethylhexyl) sulfosuccinate, calcium 

salt, 174 
Bis(hydroxyethyl)amine, 165 
Bismuth oxychloride, 129 
Bisomel, 243 
Bixin, 126 
BKC, 27 

Blanose, 78, 606, 616 
Bleached shellac, 423 
Bleached wax, 558 
Blood sugar, 154 
Bloom strength, 201 
BNPD, 40 
Boletic acid, 197 
Bolus alba, 247 
Boseral, 614 

Bovine serum albumin, 6 
Brassica napus, 69 
Brazil wax, 552 
Breox PEG, 355, 603, 606 
Brij grades, 367, 614 
Brilliant black BN, 126 
Brilliant black PN, 126 
Brilliant blue FCF, 127, 128 
Brilliant lake red R, 127, 128 
British gum, 151 
Britsol, 418, 603 
Bromat, 96 

2-Bromo-2-nitro- 1 ,3-propanediol, 40 
2-Bromo-2-nitropropane- 1 ,3-diol, 40 
/3-Bromo-/3-nitrotrimethyleneglycol, 40 
Bronchoconstriction, 

Benzalkonium chloride, 28 

Edetic acid, 1 77 
Bronopol, 40 
Bronopol-Boots, 40, 603 
Bronosol, 40 
Bronze powder, 129 
Brookite titanium dioxide, 529 
Buffering agents, 

See also acidifying agents 

See also alkalizing agents 

Citric acid monohydrate, 123 

Dibasic sodium phosphate, 454 

Monobasic sodium phosphate, 457 

Potassium citrate, 388 

Sodium citrate dihydrate, 443 
Bulk Density see Laboratory methods 
Bulk sweeteners see Sweetening agents 
Bulk volume see Laboratory methods 
Buminate, 5 
Butane, 43 
n-Butane, 43 



(£>2-Butenedioic acid, 197 
/ra/u-Butenedioic acid, 197 
2-Butenedioic, monooctadecyl ester, sodi 

salt, 467 
Butoben, 49 
Butolic acid, 422 
Butyl chemosept, 49 
Butyl citrate, 541 
Butyl hydroxybenzoate, 49 
Butyl parahydroxybenzoate, 49 
Butyl parasept, 49 
n-Butyl phthalate, 167 
Butyl sebacate, 158 
Butylated hydroxyanisole, 45 
Butylated hydroxytoluene, 47 
Butyl-4-hydroxybenzoate, 49 
n-Butyl-^-hydroxybenzoate, 49 
Butylhydroxytoluene, 47 
Butylhydroxytoluenum, 47 
terf-Butyl-4-methoxyphenol, 45 

2- terr-Butyl-4-methoxyphenol, 45 

3- rer/-Butyl-4-methoxyphenol, 45 
Butylparaben, 49 
Butylparaben sodium, 50 

BZT, 30 

C-97, 15, 605, 615 
Cab-O-Sil, 424, 603, 612, 617 
Cachalot, 620 
Cafos, 56, 612 
Cal-Carb, 52, 617 
Calchem C-102, 69, 617 
Calchem H-102, 69, 617 
Calchem IVO-108, 135, 617 
Calchem IVO-W9, 137, 617 
Calchem IVO-112, 329, 617 
Calchem IVO-114, 481 617 
Calcii carbonas, 52 
Calcii hydrogenophosphas, 56 
Calcined magnesia,. 278 
Calcite, 54 
Calcium 90, 55 
Calcium alginate, 429 
Calcium ascorbate, 432 
Calcium L-( + )-ascorbate, 432 
Calcium carbonate, 52, 126, 129 

Precipitated, 52 
Calcium carboxymethylcellulose, 76 
Calcium CMC, 76 
Calcium cyclamate, 447 
Calcium iV-cyclohexylsulfamate dihydrate, 
447 

Calcium dipropionate, 460 
Calcium disodium edetate, 178 
Calcium disodium ethylenediaminetetra- 

acetate, 178 
Calcium disodium (ethylenedinitri- 

lo)tetraacetate, 178 
Calcium distearate, 63 
Calcium hydrogen orthophosphate 

dihydrate, 56 
Calcium hydrogen phosphate, 56 
Calcium hydroxide phosphate, 61 
Calcium monohydrogen phosphate 

dihydrate, 56 
Calcium orthophosphate, 61 
Calcium palmitate, 63 
Calcium phosphate, 61 
Dibasic, 56 

Anhydrous, 59 
Dihydrate, 56 
Secondary, 56 
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Calcium polymannuronate, 429 
Calcium propionate, 460 
Calcium silicate, 283 
Calcium sorbate, 471 
Calcium stearate, 63 
Calcium sulfate, 66 

Anhydrous, 66 

Dihydrate, 66 

Dried, 68 

Exsiccated, 68 

Hemihydrate, 68 
Calginate, 429 
Caloreen, 151 
Calstar, 56, 606, 613, 618 
Cal-Tab, 66, 617 
Canary dextrin, 151 
Canbra oil, 69 
Canderel, 21 
Cane sugar, 500 
Canola oil, 69 
Canthaxanthin, 126, 129 
CAP, 91 
CAP30, 44, 401 
Cap-locking, 194, 287, 477 
Capmul, 607, 614, 619 
Capmul O, 473 
Capmul POE-L, 375 
Capmul POE-O, 375 
Capmul POE-S, 375 
Capmul S, 473 
Capric acid, 299 
Caprylic acid, 299 
Caprylic/capric triglyceride, 299 
Capsanthin, 126 
Capsorubin, 126 
CapsuLac, 614 

Capsule and tablet diluents see Diluents 
Capsule and tablet disintegrants see 

Disintegrants 
Capsule and tablet lubricants see Lubricants 
Captex, 607, 614, 619 
Caramania gum, 533 
Caramel, 126, 129 
Caranda wax, 552 
Carbo medicinalis vegetabilis, 126 
Carbolic acid, 336 
Carbomer, 71 
Carbon dioxide, 74 
Carbon dioxide-free water, 548 
Carbonei dioxidum, 74 
Carbonic acid, 

Calcium salt (1:1), 52 

Cyclic propylene ester, 405 

Gas, 74 

Magnesium salt, 

Anhydrous (1:1), 276 
Hydrate (1:1), 276 
Monosodium salt, 436 
Carbonic anhydride, 74 
Carbopol, 71, 603, 617 
Carbowax, 355, 622 
Carboxybenzene, 32 
Carboxyethane, 460 

Carboxymethyl starch, sodium salt, 462 
Carboxymethylcellulose calcium, 76 
Carboxymethylcellulose sodium, 78, 81 

And microcrystalline cellulose, 86 

Cross-linked, 141 
Carboxymethylcellulosum natricum, 78 
[(o-Carboxyphenyl)thio]ethylmercury 

sodium salt, 526 
Carboxypolymethylene, 71 
Car±>oxyvinyl polymer, 71 



